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clinical trial designs so that you can nove forward the
or phan product while maintaining an understandi ng of
the science that's com ng out of it.

DR. LEWS: Thank you. | want to thank all of
our panel today. You've cone from many different
perspectives and given us a |lot to think about, whether
it's approaching sinplicity, whether it's thinking in
more specific definitions, lots of input that we
appreci ate.

It is an exciting tinme. W're not just at
500. We're alnpst at 700 approvals now. And the
people who carry this out in the Ofice of O phan
Products Devel opnent, | just treasure you. You're,
you're fantastic. So, thank you so nuch for all the
pr epar ati on.

Qur, our logistics folks, I can't say enough
about Joohee. I, | just |ost sleep wondering, you know,
| hope you're okay. Get here safely today. So | think
that all of you who've provided your coments today we,
we appreciate it.

There is still an opportunity to provide

comments. We have a docket that's open until early
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June. So please do submt your, your thoughts, your

i nput .

I want to also thank Ni na Hunter who's been

terrific support fromus from OMPT. Oh, there's our

panel i sts who' ve just shown up again. But these are

tough questions. We do, you're right, focus a | ot

about these scenarios and nmaking sure we do this right,

and your input is just so critical to us.

Everyone nmade a great sacrifice to be with us

today. Nicole Wl anski, thank you for your fabul ous

support as well. That whole group. Christine, thank

you. Dev, thank you. Chip, thank you for being

up here.

And if there's any other final comments, raise

your hand right now Oherwise -- oh, there is one. |

see one in the back. Here you go.

[Uos Dekic (Shire)]: It's, it's -- and I'"msorry for

DR. LEWS: No. That's good. That's good.

[Uros Djekic (Shire)]: ~-- for, | guess, asking the

guestion late, but | guess given obviously the title

and the focus on oncol ogy products --

www.Capital ReportingCompany.com
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DR. LEWS: Mmhm
[Uos Djekic (Shire)]: -- and the inplications for the

gui dance docunent that is going to be applicable,

guess could you conment to the extent possible how this

di scussion and information and topics would apply to

non-oncol ogy designations? And will there be naybe two

separ ate gui dance docunents or to, to the extent

possi bl e?

DR. LEWS: All right. Thank you for the

guestion. Yes. W have focused today on oncol ogy and

acknow edging full well that this is not a, a set aside

by itself, that, that the many inportant advances

out si de of oncology are critical to rare di sease issues

i n general

So will there be two guidances? Right now

we'll focus originally on this oncol ogy. Were we see

principles that are generalized, we will, we wll

certainly try to include that. We'Il try to think

about what we've heard today. And in the future we, of

course, want to, to be able to make use of that

gui dance, whether -- | can't really speak about how

soon.
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One of the things that is, that we started
here is because we had sonme experience and it hel ps the
Agency to get a little bit of experience with
sonething. And as we get a little nore experience
out si de oncol ogy, that's where those principles mght
show t hensel ves to be sinple and able to be applied
sinmply, or they may even turn out to be a little bit
different.

For exanple, it's not always tissue agnostic,
but agnostic in a sort of an anal ogous way. |[|f you
| ook at our ophthal nology, it's right there in the
retina, but it's still grouping different conditions
into one setting. So, we've been saying tissue
agnostic, but in our mnds we're thinking |ike you are,
how does this apply to other agnostic situations that
we'll be encountering.

| know there's nore work com ng up in the near
future | ooking at these types of issues. So, | thank
you for your question. It just drives us nore and |
know Christine's always asking ne on this question. So
we, we hear you and respect that need for the future.

So with that, nothing else? All of you, thank
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you so nuch for joining us and for those who nmade this

possi bl e, ny appreciation. Everyone take care and |

hope you have safe trip back. Thanks so much.
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CERTI FI CATE OF NOTARY PUBLI C

I, KeVon Congo, the officer before whomthe
foregoi ng proceedi ng was taken, do hereby certify that
t he proceedi ngs were recorded by nme and thereafter
reduced to typewriting under ny direction; that said
proceedings are a true and accurate record to the best
of my know edge, skills, and ability; that I am neither
counsel for, related to, nor enployed by any of the
parties to the action in which this was taken; and,
further, that | amnot a relative or enployee of any
counsel or attorney enployed by the parties hereto, nor
financially or otherwi se interested in the outconme of

this action.

KeVon Congo

Notary Public in and for the

State of Maryl and
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CERTI FI CATE OF TRANSCRI BER
I, Penny Knight, do hereby certify that this
transcript was prepared fromaudio to the best of ny

ability.

| am neither counsel for, related to, nor
enpl oyed by any of the parties to this action, nor
financially or otherw se interested in the outcone of

this action.

7 Y

May 17, 2018

Dat e Penny Kni ght
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